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March 13, ao15

U.S. Environmental Protection Agency
Office of Pollution Prevention and Toxics
Confidential Business Information Center (CBIC) - TS74o7M
EPA East Building, Room 6+z8
12CIr Constitution Avenue, NW
Washington, DC zooo4-B3oa

Dear Sir of Madam:

Reference; Consolidated PMN p-r= o45o and P-re-o4Si ft

FAgAIilTEE

Consent Order

Please find enclosed the above-identified Consent Order executed on behalf of I

.$ or the Company).

We very much appreciate the time and resources that the Environmental Protection Agency (EPA
or the fuency) devoted to timely negotiating the Consent Order with * 'I. We do wish to
emphasize that the negotiations focused on the hinding requirements in the Consent Order
section of the document and that the language in the non-binding Preamble section, particularly
that which reflects EPA's asses$ments and conclusions, was not negotiated. To that end, it is
reiterated that, as stated in Sectiou YII of the Consent Order section, consenting to the entry of
the Order and agreeing to be bound by its terms does not constitute an admission by the
Company as to the facts or conclusions underlying the Agenct's determinations in this matter.

Again, we thank the Agency for the time and effort it expended to finalize the Consent Order and
we look forward to its successful implementation.

Very trulyyours,

Via Federal Express
Ehclosure:
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REGULATION OF NEW CHEMICAL SUBSTANCES
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In the matter of: - ) Premanufacture Notice Numbers:
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Consent Order and Determinations Supporting Consent Order
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r. IN RSDU"CTTqI\{

Underthe authority of $ 5(e) of the Toxic Substances Control Act ("TSCA') {15 U.S.C.

260a(e)), the Environmental Protection Agency ("EPA* or 'lthe Agency") issues the attached

Order, regarding premanufacture notices ("PMNs") P-12-450 and 451 for the chemical

substances P- 1 2-45 0-[. )-

J and P- 12-4s 1--[

I submitted by I

] ("the Company"), to take effect upon expiration of the

PMN review period. The Company submitted the PMNs to EPA pursuant to $ 5(a)(1) of TSCA

and 40 CFR Part 720.

[Jnder $ 15 of TSCA, it is unlarvful for any person to fail or refuse to comply with any

provision of $ 5 or any order issued under $ 5. Violators may be subject to various penalties and

to both crirninal and civil liability pursuant to $ 16, and to specific enforcement and seizure

pursuantto $ 17. In addition, chemical substances subjectto an Order issuedunder $ 5 of TSCA,

such as this one, are subject to the $ 12(b) export notice requirernent.

rI. suMrv.rARY pF TBEM$ pr THE pRpEB

. The Consent Order for these two PMN substances requires the Company to:

(a) submit to EPA certain tiered environmental fate and physical/chemical testing on a

representative PMN substance, P-A9-245. For Tier 1 testing, it must be submified on the
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schedule established for Consent Order P-09-245 and 246 and for Tiers 2 and 3 at least 14 weeks

before manufacturing (including import) a total of [ ] kilograms (kgs) and [ ]

kgs of the four PMN substances, P-09-245 arird246 ala,dP-12-450 and 451;

;
(b) analyze and report to EPA t l* impurities;

(c) not exceed the maximum established levels of [ ] impurities; and

:
(d) maintain certain records.

Although a Consent Order for Contact Manufacturer is not attached to extend the

reqriirements in this Order to 'an identilied Conhact Mdnufacturer, the Company inay use a

Contract Manufacturer in the future, if a modification of this Order to add a Consent Order for a

Contract lv{anufacturer is approved and signed by EPA and signed by the Contract Manufacturer.

This Consent Order establishes the requirements for the Company if a Contract Manufacturer

manufactures the PMN substances, Prior to using a Contract Manufacturer, the Company must

submit to EPA the Contract Manufacturer identity and othermgnufacturing process, and

exposure, and release infonnation concerning the Contact Manuftcturer' The Contact

Manufacturer would be required to keep records ofquantities manufactured but the Company

must submit to EPA the required testing.

rrr. goNTENrS-oF_PUNS

By signing this Onde1, tlie Company represents that it has carefirlly reviewed this

document and agrees that all information herein that is claimed as confidential by the Company .

*As used in both the Preamble and Consent Order of this document, the terms t .]
mean I I
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is correctly identified within brackets and that any information that is not bracketed is not

claimed as confidential. To make this document available for public viewing, EPA will remove

only information contained within the brackets.

ff*ntidp. al, I.lti+.iness In imnti#r) Clatni+" {: rn$k*tsd :irt rtli+, P+qq+*l}l$ ,s,Tr{i,{}rd+f}: company

identity, specific chemical identity, production volumes, manufacturing process? processing, and

use inforrnation, ffid other information.

Chemiqal ldentitiEs:

Specific: P-12-450-- t

I and P.12-45I--l

Generic: Partially fluorinated alcohol, reaction products with phosporus oxide (P205) amine salts

Usq; Specific: I

I

Generic use: Coating additive, surface active agent

Maxirnuml2,--Month.,ProdUction-Volume: [ ]kes

'l'+st Ilatautuhrnilled with l)ffif pnr{ tr}uriirgjh#llpyrsrg ll$.ri+.d ftrrll.prqyi$il$ly t}y thi,t Cq#:Ftrty

(many acronyms are subsequently explained more fully in section IV helow where the rssults of

the studies are discussed): Local Lymph Node Assay; Skin irritation, Eye irritation, Oral LD50

(rat); Bacterial Reverse'Mutation, Chromosome Aberration in Mammalian'Cells; Acute
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Inhalation Toxicity; Biopersistence and pharmacokinetic Screen (rat); 7-day repeated dose oral

gavage (rat); Daphnia Screen; 48-hr Daphnia EC 50; Zl-day Daphnia Chronic study; 96-hr Algae

Growth InhibitionTrout LC50; 2 Algal Screens; 96-hr Algae Growth Inhibition; Ready

Biadegradability; Activated Sludge Respiration Inhibition; Flash Point; Adsorptio#Desorption;

Auto Ignition Temperature; Melting Point; Flash point (Flammability, Solids); Octanol/Water

Partition Coefficient; Relative Density Surface Tension; Appearance of Substance; Boiling Point

Vapor Pressure; and Water Soluhility.

- Toxicity Studies tin I

I l-I1s60 | )-24748: I
F efs;

[j l-l8sl0 [

' * l:

] Screening l0-Dose Oral Gavage Study in

l: Repeated Dose Oral Toxicity Two-Week

Gavage Study 3 volumes; Repeated dose, 90-day Study with Reproductive Screen

rv. EpA:s_As$FssMENLqr EXro$uRE ANq Br$H

The following are EPA's predictions regarding the probable toxicity, human exposure

and environmental release of the PMN substances, based on the information currently available

to the Agency. '

Human Health Ef&ctS and Fatp Eummary: EPA has concerns for potential incineration or other

decomposition products of the PMN substances. EPA also has concerns for the PMN substances

that under some conditions of use** particularly non-industrial, commercial, or consumer use--

could cause lung effects, based on limited data on some perfluorinated compounds. EPA

required the Company to perform an Acute Inhalation study before manufacture to test whether

ttrese substances caused lung effects. An Acute Inhalation study in rats on a formulation of P-
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I l-91 was conducted over a 4-hour sxposure period. The doses for the study were 1.2 and 2.0

mg/L. No deaths were seen at these concentrations. The approximate lethal concentration

(ALC) was estimated to be greater than 2.0 mg/L (2000 mg/m3). The ALC is consistent with a

t

low concern for acute inhalation toxicity.

EPA expects that the PMN substances will degrade based on [other perfluorinated

acidsl. The PMN substances may degrade to [t ]

Based on information submitted to EPA during the PMN review period, the PMN substances

have I ' I. EPA has-agreed that

for routine analysis, the Company may analyze the starting material, the I

following analytes: I

J for the

the starting material, I

l. The Company will also annually analyze

J for perfluorooctanoic acid (PFOA), including establishing

calibration curves u'here the LOQ is I J. However, at initial manufacture and at least

annually thereafter, the Company has agreed to analyze representative samples of the "Initially

Isolated Formulations"of the frnal formulation of the PMN substances. "Initially Isolated

Formulations" is defined"in the Definitions section of this Consent Order (Attachment A).

The Company rvill continue to work towards reducing the maximum amount of

impurities I

these impurities are procluced partly by [r

l. During commercial production,

The Company has agreed to seek ways to rninimize these impurities. The

Company, in consultation with EPA, has agreed to t

+1-
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1. The Company is also

evaluating other chemical management steps, which include I

]. To further document and control the actual

contamination and efforts to reduce the impurity tevels, the Company wilt limit the maximum

impurity levels in the starting material, [r I not to exceed the currently attainable

levels (see Tables 1 and} in the Chemical Synthesis and Composition se'ction of the attached

Consent Order), and will report the various impurities I

I annually.

EPA is concerned that these perfluorinated degradation products may be released to the

environment from incomplete incineration of the PMN substances at low temperatures. EPA has

preliminary evidence, including data on other I ], that suggests that, under

some conditions, the PMN substances could degrade in the environment. EPA has concerns that

these degradation products will persist in the environmenl, could bioaccumulate or biomagnifu,

and could be toxic (PBT) to people, wild mammals, and birds based on data on analog chemicals,

including PFOA and !

degradants for these PMN substances include I

1. The presumed perfluorinated

l. There is limited toxicological data in

animals cn I ] or precursors, which is summarized below.

PFOA is expected to persist for years in the environment, Biodegradation and photolysis

tests of analogous substances indicate little or no biodegradation or photolysis of perfluoroalkyl

compounds. Bioaccurnulation concerns are based on the measursd presence of certain
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perfluoroalkyl compounds, including PFOA, in wildlife and in human blood sarnples. Toxicity

studies on PFOA indicate developmental, reproductive and systemic toxicity in various species.

Cancer rnay also be of concern. These factors, taken together, raise concerns for potential

adverse chronic effects in humans and wildlife. For additional information about PFOA, consult

the EPA regulatory docket at OPPT-2003-0A1,2. Additional information about PFOA, I,

and other perfluorinated substances may also be found in the Administrative Record lor PFOS,

PFOA, and Telomers and Related Chemicals (AR-226). Administrative Record (AR-226) is not

cilrrently available online, but copies can be requested on CD-ROM from the EPA Docket office

by calling 2021566-0280 or sending an email request to oppt.ncic@epa.gov.

Limited toxicological, ecological, and fate data now exist on [. I and some of the

il .]-derived polymers and other substances; see the PMN docket for data for these specific

PMNs. A phannacokinetics study on I .] and for comparison perfluorobutane sulfonate

(PFBS) in the cynomolgus monkey was submitted previously. This study indicates that the

serum half-life of I ] in these monkeys is less than 24 hours, whereas the half-life of

PFOA in monkeys is 20.9 days in female monkeys,32.6 days in male monkeys, and 3.8 years rn

humans. Another company also conducted a pharmacokinetics study on I ] in rats that

showed a serum half-life of one hour or less. These data and assessments support the

assessment of reduced bioaccumulation of I I relative to PFOA.

The Compan), subject to this Consent Order has conducted a 90.day study with a

reproductive screen on I ]. Dose levels for this study were q, 20, 100,

and 500 mg/kg/day. EPA received this study at the end of July 2007. EPA review of this study

concluded that.a no-observed adverse effect level (NOAEL) was not established in this study for
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systemic effects. There were numerous effects at 100 and 500 mg/kglday on nasal tissue, liver,

and thyroid, and at 500 mgflkg/day on body weight, the red blood cell system, clotting, and the

kidney, The EPA reviewer concluded that although not clearly dose related, the elevationof two

markers for liver toxicity across all treated groups of rnales in clinical chemistrf, and the finding

of focal necrosis in the liver across all treated groups of males, as well as, in treated recovery

males, and the absence of this result in the controls, leads to the conclusion that no NOAEL was

achieved.

For the one-generation reproductive toxicity study componenf of this study, the

reproductive toxicity NOAEL is 500 mg/kg/day (the highest dose tested). The systemic toxicity

NOAEL for P I rats was 20 mg/kg/day based on decreased body weights/body weight gains at

100 and 500 mg/kdday. The systemic toxicity NOAEL for FI adults is 100 mg/kg/day based on

reduced body weights/body weight gains and reduced food consumption at 500 mg/kglday. The

developmental toxicity NOAEL for FI pups was 100 mg/kg/day based on decreased pup weights

at 500 mglkg/day. The rats (Pl generation;Z0lsex/group) were administered gavage doses of 0,

20, 100 or 500 mglkg/day for 70 days pre-mating, and then mated for a maximum of 2 weeks to

produce 1 litter. Dosing was continued during rnating, gestation, and lactation.

In addition, in 2005, another company conducted a Combined Repeated-Dose Toxicity

Study with Reproduction/Developmental Screening Test, (OECD 422) in rats for I I and

I and]. The EPA review of these subchronic and reproductive data on [.the I

the [- ,J concluded that for I ] nq reproductive effects were seen at any dose.

Dose levels wers 50, I50, and 450/300 mglkg/day (450 was reduced to 300 in the study on day 4

because of toxicity). Howeverl systemic effects*primari.ly liver effects--were seen. EPA review
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I at 50 mg/kg/day. For the I ], the doses were 25,

75, and 225 mg/k#day. For systemic effects, no NOAEL was achisved with the Lowest-

Observed Adverse Effect Level (LOAEL) at 25. mg/kglday. For reproductive or developmental

effects, the NOAEL is ?5 mglkg/day and thoLOAEL is 225 mgA<g/day.

In 2006, another company submitted a 90-day Oral Repeated Dose Toxicity Study

(OECD a08) for I ]. Dose levels forthis study wcre 0 (vehicle control), 10,50, or 200

mg/kg/day and wsre based on the previous Combined Study (OECD 422)- EPA review set the

Lowest- Effect Level (fOgI-) or LOAEL at I O mjg/kg/Oay, based on the boily weight gain being

lower in all treated groups of males. There was treatment-related toxicity in the liver and the red

blood cell system (anemia) in males at 200 mg/kg/day. There was also increased peroxisomal

beta oxidation activity at this dose level. Hepatotoxicity and peroxisomal beta oxidation activity

have also been seen in studies on PFOA.

The significance of the finding of a benign brain tumor (astrocytoma) in one male rat in

the high dose group is not clear. It is not the type of tumor nonnally associated with PFOA-type

compounds, is not a rare tumor, and may be incidental. Abnormal histopathology was obsenred

inthe testes (2 males) and epididymides (1 male) at 200 mg/kg/day and is a sign of concern for

male reproductive toxicity. Further testing should investigate male reproductive effects. From

this study, the potential for irnmunotoxic effects is low. There have been Some studies showing

immunotoxic effects from PFOA. Any investigatiorr of immunotoxic effects should await the

coruoborative testing now being conducted by EPA, Office of Research and Development. There

were no clinical signs of neurotoxicity and there were no treatment*related effects in the

functional observation battery or motor behavior.
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Another gGday study has been submitted to EPA on I 1. EPA review ofthat

study concluded that blood and liver effects were seen at the highest dose. This study had

comparable doses with the other shrdies.

A one-generation reproduction/developmental toxicity study in mice on the

I I was submitted to the Agency. In this study, pregnant mice were

administered the test substance via gavage during giestation days 6-18. The NOAEL for marernal

toxicity was 175 mg&g/day (the highest dose tested). Signs ofdevelopmental toxicity were

observed at 1?5 mg/kg/day on the postfiatal day I and. coasisted 6f increases in the number of

stillbom pups and pup deaths, reductions in the average pup body urcight per litter with a pup

with lenticular opacity. The NOAEL for developmental toxicty is 35 mglkgldzy.

A Chronic Toxicity, Carcinogenicity study was submitted in 201l. Doses were 2.5, 15,

and 100 mg/kg/day for males and 5, 30, and 200 mg/kg/day for females. EPA review detemrined

that no chronic toxicity or carcinogenicity effects were seen in the two lower doses. Due to

limitations in the study no determinatioir could be made for the highest doses.

These and other data iadicate a different.and less toxic profile for I I (a presumed

environmental degradant ofthe PMN substances) than for PFoA. However, based on: (l) the

persistence of [ ]; (2) potential intennediate fate products; and, (3) the possibility or

likelihood that this substance may be used as a majorsubstitute for some uses of PFOA' EPA

believes that more infonnation is nbeded on the toxicity ofl I and possibly other

environmental degradants, and the fate and physical/chemical properties of [ .]-derived or

related polymers in the environment.
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EPA also belisves that additional reproductive and long-term toxicological testing on

I ] in animals is warranted. To this end, the Company has conducted a 90-day Repeated

Dose Study With Reproductive Screen. EFA expects that a modified reproductive test (OECD

427,modified) will be conducted hy another company. The modifications for the reproductive

test include: (l) increase the parental sample sire to 20; (2) the duration of the study should

be extended to until the pups have reached sexual maturation; (3) parental males should be

dosed for 10 weeks priorto rnating; (4) dosing of the parental animals should be continued

through lactation and then the pups should ile directly dosed until they reach sexual maturation;

(5) pup body weight should be recorded on lactation days 0, 4, 7,14,and?l, and then at

weekly intervals, (6) litter size can be standardized to 4 pups/litter on lactation day 4 (optional);

(7) at weaning one pup/sex/litter can be randornly selected to follow until sexual matuation;

and (8) the time of sexual matuation should be recorded (i.e. vaginal opening and preputial

separation).

EPA may still seek additional avian reproduction testing (OECD 2A6) in mallard

ducks and Life-Cycle testing in fish. In addition, comparative data, especially on the

pharmacokinetics of I ] and other perfluorinated suhstances will be developed by testing

of the National Toxicology Program (NTP) in the so-called Perfluorinated Compounds Class

Study"

EUvjfqnmeulal.EffectS Summary: EPA expects the PMN substances or the degradants to be

highly persistent. During the review period, the Company provided acute fish (rainbow trout),

aquatic invertebrate (Dap hnia magna),and alga e {Pseudok;irchnerietls subcapitata) toxicity
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] containing P-12-450. The tests \lrere acceptable. Two

additional algal "range-finding" tests were conducted on two different fonnulations of P-12-

4s0 I.

For fish, the semi-static 96-hour test with nominal concentration of 0 (dilution water

control),7.5,15,30,60, and 120 mg a.i.lLtotal solids with one renewal after 48 hours. The

96-hour LC50 was >l 02 mglL (mean-measured value).

Green algae at a nominal cell desity of 10,000 cell/ml, were exposed to the test

.substance.atnominal concentrations of 0 (blind cpntrol), I .48,4.44, 13.3,40.0, and 120.mg

total solids/L. The 96-hour EC50 forbiomass, growth rate, and yield was >105 mg/L.. The

NOEC was 34.3 mg/L, the LOEC 105 mg/L and the chronic value was 60.0 m#L

From the submitted test data, the updated acute Concentration of Concern (COC) for

both P-12-450 and 451 is 20,000 ppb. Based on fish and aquatic invertebrate acute to chronic

ratios (ACR) of 10, the chronic values were.10 mgll- The assesslrlent factor of 10 yields I .0

mg/L or 1000 pph. This indicates alowecological toxicity hazard for P-12-450 and45l.

Also, [- I conducted a Zt-day Daphnid chronic toxicity test. This test resulted in

no statisticalty significant adverse effects at the hightest test concentration. From the

acceptable 21-day Daphnid chronic toxicity test data and the previous datathe COCs remain at

20,000 ppb (acute) and I,000 ppb (chronic) which indicates a low ecological hazard. There

rnay be a high degree'of uncertainty for fish since the chronic COC is based on acute data and

chronic fish testing (fish early life stage testing) could be warranted. This testing is "pended"

in the Consent Order.
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Some ecoioxicity data on i ; has been submitted to EPA including an Avian

Reproduction Test in Bobwhite quail. EPA received the Avian Reproduction test on t ]

in 2011. The test was conducted according to OPPTS 850.2300, OECD 206, and FIFRA
'l

Subdivision E, Section 71-4 guidelines and under GLP conditions. Results showed no adverse

effects in adult norlhern bobwhite quail exposed to 1,000 ppm, 5,000 ppm or 10,000 ppm for

body rveight, feed consuffiption, or reproductive pararneters. In addition, no effects were

obsen ed in the offspring of the expased adults. The NOEC is 10,000 ppm or 964 mg/kg/day.

Althoufth the original test recofnmendations included analysis for of the livers of the

adult birds as well as the blood and livers of the offspring for the presence of , the fact

that the analysis was not performed did not alter the validation of the study considering the lack

of effects seen in adult tissue at necropsy and the Iack of signs of toxicr$ in both the adult and

offspring as a whole. In summary, the NOEC remains 10,000 ppm or 964 mglkg/day.

Hou,ever, there is high concern for possible environmental effects from the potential

, persistent degradation product [ ]. As stated previously, the analog PFOA is persistent

in the environment and has a long bioretention time in various species. It has been detected in

a number of species of wildtife, including marine marnmals. It is toxic to mammalian and

other species. The presence in the environment and toxicological properties of PI]OA continue

to be investigated. Son:e limited ecotoxicological effects data exist on [ ] in fish,

daphnia, algae,and birds. EPA believes development of additional chronic data on [ ]

is warranted. These studies are being conducted by other companies.

Exuosure and Environmental Release S_unrmarv: Thermal and simulated incineration testing
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aro formcil at l0wEr incil eration taryrerarures' Modilicd Zakr'Wcllens and Semi'Continuorrs

e*vated ilurlge (sCAf I biod€gradslion tests harc Ler condu*ed on somo relmed polyners'

., EFA has d;tcrmiafd thr qpmo relstcd polyrners degradg while anotter did lot show aigns of

degraatatior dwing tb ti ne frrnc of tlE test BPA has noceived eod rc\'ievEd test dsta

sliowitrg that cefhitr pol; rers with perrf,uoroalkyl substituents degrade to furm perftlotoafl.yl

coutaldng iffcrmediatc and perfluoroalkyl cortaining orgrric acids. BP-A e,xrecjs thx ttmo-

PMN subststrce$ will de ga&.

The IMN subst nccs will bs manuftotred at one subnittcr *ih in I

I days Per vear. Th€ PMN $ubstmcesrnill beryarnrecmedinto an I

l, The PMN subshnces mey b released to water

or via inclneratiou to lhr air. There could bc dsrmal e':cposure b 3 wo*ers' Inhalation is

ocpec&d to be negligibl : tased on lo'*r raporpressrne

Th€ PMN $rbstl nces wilt be poceasod iato formuladonr of[r

Iatl

*tripper/cleaner formull ions] at I

J or formulationt of fwaxes/fLoor finishes au.d

J The PMN substances

ffiay be released to watr ., lardfiiled, or t+ the air via insineration' Dermal s{Fosure to workers

is possihle.

The PMN subs fficss will be used in I

lfort l

occupational exposurer arn dermal and inhalation. There may be exposure ta coflsufners and

. the coatings c+n{nining ;he FMN. substanc,e$ ffiay bc spr+y aBplied a}though expo$ure$ are
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expected to be primarily dermal. The coatings contain l. The PMN

substances may be released to water, landfilled, or via incineration to the air during use.

EPA does not expect a significant risk frorn spray use of the tested formulation. Based

on the NOAEL af 24 mg/m3 in the second acute inhalation study and the projected ionsumer

inhatation exposure, there is not a risk to consumers with an adequate margin of exposure of

greater than 100, This would be considered an episodic exposure so an acute inhalation study

addresses potential consumer risk.

v. EPA',s CQI{g^LU.SIpNS -QF I,AW

The following findings constitute the basis of the Consent Order:

(a) EPA is unable to deterrnine the potential for human health and environmental effects from

exposrue to the PMN substances and potential degradation products. EPA therefore

concludes, pursuant to $ 5(eXlXAXI) of TSCA, that the information available to the Agency is

insufficient to permit & reasCIned evaluation of the human health and environmental effects of

the PMN substances and potential degradation products

(b) In light of the potential risk of human health and environmental effects posed by the

uncontrolled manufacture, processing, distribution in commerce, uss, and disposal of the PMN

substances, EPA has concluded, pursuant to g 5(e)(lXAXiiXI) of TSCA, that uncontrolled

manufacture (u,hich includes import), processing, distribution in commerce, use, and disposal

of the PIvtN substances may presenf an unreasonab]e risk of iajury to human health and t]re

environment.
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(c) In light of the estimated production volume of, and human exposure to the PMN substances

and potential degradation products, EPA has further concluded, pursuant to

g 5(eXIXAXiiXII) of TSCA, that the PMN substances wilt be produced in substantial

quantities and may rrasonably be anticipated to enter the environment in substantial quantities,

and there may be significant (or substantial) human exposure to the substance and potential

degradation products.

EI$vrBoNM ENTAI/ pFrp$Ts

Triggefpd Testing. The Order prahibits the Cornpany from exceeding specified

production volumes unless the Company submits the information described in the Testing

section of this Order in accordance with the conditions and test substance specified in the

Testing seclion. The pfuysical properties of the PMhl substancps and targe! analytes pre$ent

technical challenges in conducting the required'testing. EPA will ret'iew submitted nrotocols

in a timely fashion as stated in the Consent Order and provide additional relevant information

and i11pgt to the extent that it is known and not claimed con{idential by other companies-

pendins Testing. The Order does nqt require submission of the following information

at any specified time or production volume. Hou,ever, the Order's restrictions on manufacture,

processing, distribution in commerce) use, and disposal of the PN/ti{ substances'will remain itr

effect until the Order is modified pr revoked by EPA based on submission of the foltqwing or

other relerrant information.
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EPA expects that protocols would be submitted prior to any additional toxicological

testing required under this Consent Order. Due to the limited water solubility of some of these

substances and consequent analytical difficulties, some modification of the protocols may be

.1.t

necessary. These and other modifications will be agreed upon between EPA and the Company.

(U Because some concerns for the PMN substances are based on analogy between

I and PFOA, and because [ ] is a potential ultimate degradation product of the

PMN substances, the follorn ing additional information on I I would be necessary to

evaluate the human heblth and environmentat eff,ects which may be causdd by the PMN

substances: an avian reproduction test (OECD Guideline 206) in mallard ducks.

(2) Information on inhalation toxicology if the substance were to be sprayed by

[commercial applicators that would generate significant respirable particles or respirable

aerosol droplets and the sxposure is chronic in nature] or sold for spray application use by

consumers where use might be typically repeated in a chronic manner. This could include a

repeated dose inhalation study with a bronchoalveolar lavage cotnponent aud special attention

to histopathology (inflammation and cell proliferation) or other relevant information. Based on

current expected use, no additional mammalian toxicology testing is recommended for this

exposure via inhalation.

(3) A chronic fish study (OPPTS 850.1300) on P-l 2-45}to better characterize chronic

exposures and toxicitv to fish.



,{\\lsu 
$&l+*

s- ffi ''"'o

*-ffij
ur'lffED STATES ENVIRONMENTAL PROTECTIOH AGENCY

WASHINGTON, D.C. 20460

CONSENT ORI}ER

I. $CO-PE OF"APTI+JCABII*ITY AND EXEMTIION$

(a) Sqope. The requirements of this Order apply to all corlrnercial manufacturing, processing,

distribution in oommerce, use and disposal of the follou,ing two chernical substances I

I (P-12-450) and I

substances") in"the United States by I

I (P-12-451) (the *'PMN

| ("the Company"),

except to the extent that those activities are exempted by paragraph (b).

(b) Exemrtions. Manufacturing of the PMN substances is exempt from the requirements of this

Order (except the requirements in thb Recordkeeping and Successor Liability Upon Transfer Of

Consent Order sections) only to the extent that (1) these activities are conducted in full

compliance with all applicable requirements of the following exemptions, and (2) such

compliance is documented by appropriate record keeping as required in the Recordkeeping section

of this Order.

( I ) EXport. Until the Company begins comrnercial manufacture of the PMN substances

Rocycred/Recycrabra r prin..od *,,,, u*illXil;tiiB'r-r'#H,T:'H -,i1?'J;'ffi::,T:' prccess cr:rorine Free Recvcrec paper
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for use in the United States, the requirements of this Order do not apply to manufacture,

listrihrrtinn in c.nrnrnere.e nf the PMN srrhstanc.es solelv for rdanceprocessing or distribution in conrmerce of the PMN substances solely for export in accol

with TSCA $12(a) and @),40 CFR 720.3(s) and 40 CFR Part 7A7. However, once the Company

begins to manufacture the PMN substances for use in the United States, no furilrer activity by the

, Compiny involving the PMN substances is exernpt as "sollly for export" even if some amount of

the PMN substances is later exported. At that poin! the requirements of this Order apply to all

activities associated with the PMN substances while in the territory of the United States. Prior to

leaving U.S. territory, even those quantities or batches of the PMN substances that are destined for

- export are subject to terms ofthe Order, and cormt towards any produotion volurne test figgers in

the Testing section of this Order.

(2) Research & Develooment f'R&D'). The requirements of this Order do not apply to

manufacturing, processing, distribution in commerce, use and disposal ofthe PMN substances in

small quantities solely for research and development in accordance with TSCA $5(hX3), 40 CFR

720.3(cc), ail 40 CFR 720.36. The requirements of this Order also do not apPly 
10

manufacturing, processing distribution in commerce, use and disposal of the PMN substances

when they are manufactured solely frir non-commercial research and development per 40 CFR

720.30(i) and TSCA $5(i).

(3) B],oroducti. The requirements of this Order do not apply to the PMN substances

when they are produced, without separate commercial intent, only as a "byproduct" as defined at

40 CFR 720.3(d) and in compliance with 40 CFR 720.30(9).

(4) No Seoarate Commercial Pumose. The requirements of this Order do not apply to the

PMN substances when they are manufaetured, pursuant to any of the exemptions in 40 CFR

720.30(h), with no commercial purpose separate from the substance, mi;rture, or articlq of wfiich



3

they are a paft.

(5) hEported .A,rticles. lhe requirements of this Order do not apply to the PMN substances

when they are imported as part of an "article" as defined at 40 CFR 720.3(c) and in compliance

urith 40 CFR 720.22(bxl).

(c) Automatic Sunset. If the Company has obtained for rhe PMN substances a Test Market

Exemption ("TME') under TSCA $s(hxl) and 40 CFR 720.38 or a tnw Volume Exemption

C'LVE ) or Low Release and Exposure Exemption ('L,oREX) under TSCA $5OX4) and 40 CFR

723.50(c[l) and (2) respectively, any such exemptionis automatically rendenEd'nu1l and void as

ofthe effective date of this Consent Order.

II. TERMS,QF] MANUFACTURH*HB$-C.'Efi .SJNq.
prsTRrBU'f,[$N IN COMME-BCE. IJSE. AND I]IStOSAL

PEI{prrYG SUBTIISSJQN ANp EY4,LUAUON
oF INFQRMATTQA{

TBAHIBTTIqI{

l-Le Company is prohibited from manufacturtng the PMN substances in the United States,

for any nonexempt commercial purpose, pending the .Cevelopment of information necessary for a

reasoned evaluation of the human health and environmental effects of the substances, and the

colnpletion of EPA's review of, and regulatory action based on, that information, in accordance

with the conditions described in this Order.

CETEMICAL SYNTHES.Tfi AND CQMPOSITIQN

(a) Restriction. The Company shall not rnanufacture the PMN substances, P- 12-45A and 451

unless the I I starting rnaterial is in cornpliarrce rvitlr and does not exceed tlie limits
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specified in Table 1 and Table 2. The Company shall analyze the Initially Isolated Formulations

of the PMN substances forthe analytes specified in Table 3 upon initial commencement of

manufacture, and at least annually analyze and report thereafter, until one yeil after the date of the

Iast joint manufacture or processing of a product that contains products at the

facility. 
' 
The Company shall report to the Agency the levels-of impurities

I associated with the PMN substances, P-12-450 and 451

manufactured by the Company, as specified below. For routine analysis, the Company shall

analyze the starting material, I I for the following analytes shown in Table 1

below:

analyze the starting material, 1t

I. The Company will also annually

-^'J, for the analyte I

shown in Table 2, below. The Company shall make its best effort to minimize these impurities

and to seek to eliminate them.

(b) an:fUUS AnO neporting. The Company shall analyze representative samples of the Initially

Isolated Formulations of the PMN substances, P-12-450 and 451 rnanufactured (which includes

import) by the Company to determine compliance with the requirements in paragraph (a). The

Conrpany shall also analyze the Initially Isolated Formulations of the Ph{N substances at each

manufacturing facility both ( I ) at the initial commencement of non-exempt manufacture of the

PMN substances at that facility, and (2) atleast annually thereafter during every year in which the

PMN substances are rnanufactured at that facility. If any new facility of manufacture is added or

if the process of manufacture of the PMN substances is significantly altered, then the tnitially

Isolatecl Formulation of the PMN substances must be analyzed at c.omfirencement, and annually
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annually thereafter as set. forth above. Ifthe PMN substances are imported, the Company shall

. obtain from the foreign manufacturer written documentation to certiff that representative samples

of the impotted form of thrc PMN substances have been analyzed, consistent with the requirements

ofthis paragraph (b), and determined to comply with the requirements ofparagraph (a). The

Company shall report the above analysis to EPA at initial commencement of rnanufacture (which .i.

includes import) and again if any new manufacturing facility is added or if the process of

manufacture ofthe PMN substances or any intermediate ther€of is sigaificantly altered. The

. Company shall coirtinue to report these impurity levels to EPA annually, in a cycle

'- 'complementary tothe [ ' : " ]. In addition to the'

reporting for the Initially Isolated Formulations of the PMN substances themselves, the Company

shill, for the I ] starting material, annually report (l) the average values and the range

. of values, including outlying data, for the routine analysis for the analytes specified in Table I and

(2) the results af the annual analysis for the analyte specified in TableZ.
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MAIgUFAqTUE${G

(aX1) Prohi,bltion. The Company shall not cause, encourage, or suggestthe manufacture

(including import) of the PMN substances by any other person. However, the Company may

cornmunicate to any other person the existence qf the 5(e) Consent Order and TSCA Inventory'

status for the PMN substances.

(2) Sunset FolloWiqg SNUR. Subparagraph (a)(l) shall expire 75 days after\/

promulgation of a final significant new use rule ("SNUR") governing the PMN substances under

section 5(a)(2) of TSCA unless the Company is notified on or before that day of an action in a

Federal Court seeking judicial review of the SNUR. If the Company is so notified, subparagraph

(aXl) shall not expire until EPA notifies the Company in rruriting that all Federal Court actions

involving the SNUR have been resolved and the validity of the SNUR affinned.

(3) N-ojiqe of SNUR. When EPA promulgates a final SNUR for the PMN substances and

subparagraph (a)(l) expires in accordance with subparagraph (aX2), the Company shall notifu

each person whom it causes, encourages or suggests to manufacture or import the PMN

substances of the existence of the SNUR.

(b) Corrtragt N4anufApturer. Notwithstanding pamgraph (a), the Company may cause a "Contract

Manufacturer" outside the Company to rnanufacture or import the PMN substances according to

the foltowing conditions:

(1) The Contract Manufacturer must be under contract to the Company to manufacture or

import the PMN substances solely for the Company. The contract must specify the identify of

the PMN substances, the total quantities to be manufac.tured, and the basic technology to be used

for rnanufacturing.

(2) The Company shall obtain frorn each Contract Manufacturer a signed copy of the
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Consent Order for Contract Manufacturer (to be attached to this Order as Attactrment C ) and

submit the copy to EPA along with the name, address, and telephone number of a responsible

official of the Contract Manufacturer. The Contract Manufacturer or Company must receive a

fully executed copy of the Consent Order for Contract Manufacturer from EPA before the

Contract Manufacturer may begin manufacture or import.

(3) If at any time, the Cornpany learns that the Contract Manufacturer has failed to

comply with any of the conditions specified in the Consent Order for Contract Manufacturer, the

Company shall immediately cea-se to cause the Contract Manufacturer to manufacture or irnport

the PMN'substances, unless the-Contract Manufacturer is in compliance with a SMJR-for the

PMN substances, or unless the Company is able to document each of the following:

(i) That the Company has, within 5 working days, notifred the Contract

Manufacturer in writing that the Contract Manufacturer has failed to comply with any of the

conditions specified in the Consent Order for Contract rnanufacturer.

(ii) That, within 15 working days of notifying the Contract Manufacturer of the

noncompliance, the Company received from the Contract Manufacturer, in writing, a statement

of assurance that the Contract Manufacturer is aware of the terms of the Consent Order for

Contract Manufacturer and will comply with those terms.

(iii) If, after receiving a statement of assurance fi'orn the Contract Manufacturer

under subparagraph (bxii) of this Section, the Company has notice or knowledge that the

Contract Manufacturerhas failed to comply with any of the conditions specified inthe Consent

Order for Contract Manufacturer, the Company shalt immediately cease to cause the Contract

Manufhcturer to rnanufacture or import the PMN substances, shall notify EPA of the failure to

comply, and shall resupre causing the Contract l$anufactuler to manufacture or import the PMN



substances only upon written notification from the Agency.

DI.$TRIBUTIQN

(a) EXport Notice BeqUirement. No later than the date of distribution, the Company shall

notiff in writing any person to whom it distributes the PMN substances for "commercial use" or

"industrial use'? that, due to the issuance of this Consent Order under section 5(e) of TSCA, the

PMN substances are subject to the export notification requirements of TSCA section 12(b) and

40 CFR Part ?07 Subpart D. Such notice shall contain, in the form in which it appears in this

Consent Order, the follou,ing information: (I) the PMN number, and (2) either (A) the specific

chemical identity of the PMN substance,-or (B) if the specific chemicalidentity is confidefltial,

the generic chemical identity.

TESTING

(a) Section 8(e) Reportine. Reports of information on the PMN substances which reasonably

. . supports the conclusion that the PIv(N substances.present a substantial risk of injury to health or
:

the environmeng which is required to be reported under TSCA section 8(e) shall reference the

appropriate PMN identification number for these substances.and contain a statement that the

substances are subject to this Consent Order. Additional information regarding section 8(e)

reporting requirements can be found at www.eoa.gov/oopt/tsca8e.

(b) Notice of Study Scheduting. The Cornpany shall notiff, in writing, the EPA Monitoring

Assistance and Media Programs Divisio n (2227 A), Office of Enforcement and Compliance

Assurance, IJ.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N.W.,

Washington, D.C.20460, of the following inforrnation rvithin 10 days of scheduling'any study
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required to be performed pursuant to this Order, or rvithin 15 days after the effective date of this

Order, whichever is later:

(U The date when the study is scheduled to commence;

(2) The name and address of the laboratory which will conduct the study;

(3) The rra** and telephone number of a person at the Company or the laboratory whom

EPA may contact regarding the study; and,

(4) The appropriate PMN identification number for each substance and a statement that

the substance is subject to this Consent Order.

The written notice should be submitted to EPA as follows:

Bgstal Mail Address

U. S. Environmental Protection Agency

GLP Section Chief - Pesticides, Water and Toxics Branch

Monitoring Assistance and Media Programs Divisio n {2227 A)

Office of Enforcernent and Cornpliance Assurance

1200 Pennsylvania Avenue, N.W.

Washingto& DC 20460

Courier Delivqly Address

U. S. Environmental Protection Agency

GLP Section Chief - Pesticides, Water and Toxics Branch"

h{onitoring Assistance and Media Programs Division (2227 A)

Office of Enforcement and Conrpliance Assurance

Rooffr 7'1 178
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1200 Pennsylvania Avenue, N.\U,

Washington, DC 20004

(c) Goo_d_l-aboratorv Pragtic.e $tandards and Test Protocols. Each study required to be

perfonned puriuant to this Order must bi conducted according to TSCA Good Laboratory

Practice Standads at 40 CFR Part 792 and.using methodologies generally accepted in the

relevant scientific community at the time the study is initiated. Before starting to conduct any

study, the Company must obtain approval of test protocols from EPA by submitting unitten

protocols. EPA will respond ro the Cbmpany vriithin 4 weeks of receivirg the written protocols. '

Published test guidelines specified in paragraph (d) provide general guidance for development of

' test protocols, but are not thernselves acceptable protocols. Approval of the t€st protocol does

not mean pre-acce.ptance of test results.

(d) Trissered Testing_Rsquirements. fi) The Company must conduct the following studies on
\-/+

the related substance I

I 8-09-245), on the schedule established for the

Consent Order for Premanufacture Notice Nurnbers P-09 -245 and P-09 -246 as representative

testing for the PMN substances, P-l2-45A and P- 1,2-45L. The Company must submit final

reports and underlying data in accordance with the conditions specified in the Testing section of

the Consent Order for P-09-245 and P..09-246 and as modified.
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Produgtion Limit Studl, Guideline

As the schedule for Modified Semi-Continuous OPPTS 835.5045; OECD

the Consent Order for Activated Sludge (SCAS) with 3024
?-09-245and246 Analysisfordegradationproducts

UV visible light absorption OPPTS 830.7050, OECD 101

:

Direct Photolysis, if wavelengths OPPTS 835.2210
greakr than 290 nm are absorbed in
the previous test (OPPTS 830.7050)

Indirect Photolysis Screening Test OPPTS 835.5270

Hydrolysis as a frmction of pH OPPTS s3i.2130, OECD 1l I

' ll,,lTlTd*;,,'", o,cn,ri
Organic Compounds in Digested
SIudge

(ii) The Company is prohibited from manufacturing or importing the PMN substances P-12-450

and P- I 2-45 I beyond the aggregated manufacture and impod volumes of I l kilograms

and [ | kilograms of the two PMN substances, and the two chemical substances I

I (P09-245) and I

I (P-09-246) combined ('ttre production

limits'), unless the Company conducts the following studies on the substance described in PMN

P-09-245 and submits final reports and underlying data in accordance with the conditions

specified in the Testing section of the Consent Order for Premanufacture Notice Numbers P-09-

245 andP-09-246 and as modified.
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[ ] kgs Phototuansformation of Chemicals Draft OECD guideline Jan. 2002
On Soil Surfaces-2 soils

Aerobic Sewage Treatment Plant OECD 3034
(STP) (Activated Sludge Units)

Aerobic and Anaerobic OECD 308
. Transformation in Aquatic Sediment

. Systems

Aerobic Transfomration in Soil OECD 307

t I kgs Anaerobic Transfonnation in Soil OECD 307

(ii) The test substance shall be the PMN substance described in P-09-245. Chemical

composition of the test substance shall be verified and a certificate of analysis submitted to EPA.

. (iiD Chemical composition of the test substance must be fully characterized. For

polymers, characterization includes atl inforrnation required on pages 5 ancl6 ofthe PNIN form

(i.e. EPA Forrn 7J10-25), except that data on residuals are only required for fluorinated

substances. Al&ough EPA understatrds that complete mass balance may not be achievable for

" the speoified arialytes, the Company shall attempt mais balance to the Cfeatest extent practichble.

EPA prefers that the Company test the commercial substance.

(iv) The Company must test for the following analytes in the Biodegradation Tests

(OECD 307, OECD 308, OECD 3l t, OPPTS 835.5045 or OECD 3024, and OECD 3034) : [r:

l.

(v) Bechuse the environmental fate pathway for photolysis may be different than for

biodegradation, the Company rnust test for the follor+,ing analytes in the Abiotic Tests: idenLify

the major fluoriuated fiagments and rrolatiles incltrding: I
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(e) iest iteports. The Company shall: (1) conduct each study in good faith, with due care, and

in a scientifically valid manner; (2) promptly furnish to EPA the results of any interim phase of

each study; and (3) submit,with an additional sanitized copy, if confidential business information

is involved), the final report.of each study and all underlying data ("the report and data") to EPA

no lator than 14 weeks prior to exceeding the applicable production liurit. ilhe final report shalt

contain the contents specified in 40 CFR 792.185. Underlying data shall be submiued to EPA in

accordance with the applicable "Reporting," "Data and Reporting," and "Test Report"

subparagraphs in the applicable test guidelines. However, for purposss of this Consent Order,

the word "should" in those subparagraphs shall be interpreted to mean "shall" to make clear that

the subrnission of such information is maniilatory. EPA witl require the submission of raw data
_l

such as slides and laboratory notebooks only if EPA finds, on the basis of professional judgment,

that an adequate evaluation of the study cannot take place in the absence of these items.

(0 Testing Walvers. The Company is not required to conduct a study specified in paragraptr (d)

of this Testing section if notified in writing by EPA that it is unnecessary to conduct that study-

(g) Equivocal Data= If EPA finds that lhe data generated by a study are scientifically equivocal,

the Company may continue to manufacture the PMN substances beyond the applicable

production limit. To seek relief,from any otlrerrestrictions of this Order, the Company Inay
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make a second attempt to obtain unequivocal data by reconducting the study under the conditions

specified in paragraphs (b), (c), and (e)(1) and (eX2). The testing requirements rnay be modified,

as necessary to permit a reasoned evaluation of the risks presented by the PMN substances, only

by mutual consent of EPA and the Company

{h) EPA Determination of Invalid Data.

" (1) Except as described in subparagraph (hX2), if, within 6 weeks of EPA's receipt of a

test report and data, the Company receives written notice that EPA finds that the data generated

- by a study are scientifically invalid, the Companyis prohibited from further rr{nufaoture of the

PMN substances beyond the applicable production limit.

(2) The Company may continue to manufacture the PMN substances beyond the

applicable production limit only if so notified, in writing, by EPA in response to the c.ompany's

complisnce with either of the following subparagraphs (hX2)(i) or (hX2)(ii).

(i) The Company may reconduct the study in compliance with paragraphs (b)' (c),

and (e)(l) and (e)(2). If there is suffrcient time to reconduct the study and submit the repiort and

data to EPA at least 14 weeks befott e1s66ding the production limit as required by subparagmph

(e)(3), the company shall comply with subparagraph (ex3). If there is insufficient time for the

company to comply wio subparagraph (e)(3), the company may exceed the production limit and

shall submit the report and data in tiplicate to EPA within a reasonable period of time, all as

specifie.d by EPA in the notice described in subparagraph (hxl). EPA will respond to the

Company, in writing within 6 weeks of receiving the Company's report and data.

(ii) The Company may, within 4 weeks of receiving from EPA the notice

described in subparagraph (h)(1), submit to EP.{ a written report refuting EPA's finding, EPA
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will respond to the Compffiy, in writing, within 4 weeks of receiving the Company's report.

(i) Company Determination of Invalid Data.

(1) Except as described in subparagraph (iX2), if the Company becomes awarethat

circumstances ilearly beyond tlie control ofthe Company or laboratory wilt preveni, or have

prevented, development of scientifically valid data under the conditions specified in paagraphs

(c) and (e), the Company remains prohibited from further manufacture of the PMN substances

beyond the applicable production limit.

' Q) The Company may submit to EPA" within 2 weeks of first becoming aware of such ' '

circumstances, a written statement explainiag why dircumstances clearly beyond the control of

. the Company or laboratory will carse or have caused development of scientifically invalid data

EPA witl notiff the Company of its response, in writing, within 4 weeks of receiving the

Company's report. EPA's written response may either

(i) allow the Company to contfurue to manufacture the PMN substances beyond

the applicable production limit, or

(ii) require the Company to continue to conduct, or to reconduct, the study in

compliance with paragraphs (b), (c), and (e)(l) and (e)(2). If therc is sufficient time to conduct

or reconduct the study and submit the report and data to EPA at least 14 weeks before exceeding

the production limit as required by subparagraph (e)(3), the Company shall comply with

subparagraph (e)(3). If there is insuffrcient time for the Company io comply with subparagraph

(e)(3), the Company may exceed the producrion limit and shall submit the pport and data in

triplicate to EPA within a reasonable period of time, all as specified by EPA in the notice

" described in subparagraph (i)(2), EPA will respond to thq Company, in writing, withil 6'*""1,
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of receiving the Company's report and data, as to whether the Company may continue to

manufacture beyond the applicable production limit.

fi) l]nreasonable Risk.

(l) EPA may noti$ tire Company in rariting thit EPA finds that the data lenerated by a

study are scientifically valid and rmequivocal and indicate that, despite the terms of this Order,

the PMN substances will or miry present an unrcasonable risk of injury to human health or the

environment. EPA's notice may speci$' that the Company undertake certain actions conceming

' .figther testing manufrcture, processing, distibrrtion, use and/or disposal of the PMN substances '

to mitigate exposures to or to better characterize the risks presented by the PMN substances.

Within 2 weeks from receipt of such a notice, the Company must cease all manufacture,

processing, distribution" use and disPosal ofthe PMN substances, unless either:

(2) within 2 weeks from receip ofthe notice described in subparagraph (i)(l), the

Company complies with such requirements as EPA's notice specifies; or

(3) within 4 weeks &om receipt of the notice described in subparagraph O(l), the

Company submits to EPA a writtm report reftting EPA'S finding and/or the appropriateness of

any additional requirements imposed by EPA. The Company may continue to manufacture,

process, distributg use and dispose of the PMN substances in accordance with the terms of this

Order pending EPA's response to the Ctmpany's written reporl EPA will respond to the

Company, in uiriting, within 4 weela of receiving the Company's report. Within 2 weeks of

receipt of EPA's written response, the_ Company shall comply with any requirements imposed by

EPA,s response or cease all manufacture, processing, distribution, use and disposal ofthe PMN

substances
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(k) Other Requiremer{s. Regardless of the satisfaction of any other conditions in this Testing

section, the Company must continue to obey all the terms of this Consent Order until otherwise

notified in uiriting by EPA. The Company ffifly, based upon submitted test data or other relevzurt

information, petition EPA to modiff or revoke provisions of this Consent Order pursuant to Part

\ri. of this Consent Order.

RrsI( r-I{OTIHICATION

(a) If as a result of the test data required under the terms of this Order, the Company becomes

aware that'any-of the PMN substances may present a risk of injury to human health or the

environment (or is so notified by EPA), the Company must incorporate this new information, and

any information on methods for protecting against such risk, into a Material Safety Data Sheet

("MSDS") for those PMN substances, as described in 40 CFR section 72t.72{c}, within 90 days

from the time the Company becomes aware of the new information. If the PMN subStances a.re

not being manufactured, processed, or used in the Company's workplace, the Company must add

the new information to an MSDS before the PMN substances are reintroduced into the

workplace.

(b) The Company must ensure that persons who rvill receive the PMN substances from the

Company for either cornmercial or industrial use, or who have received the PMN substances

from the Company for either colrlm.ercial or industrial use, within 5 years from the date the

Company becomes a\trare of the new information described in paragraph (a) of this section, al'e

provided an MSDS containing the information required under paragraph (a) within 90 days from

the time the Company becopres a\ryare of the new infQrmation.
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III- EECQRDKEHPIIIG

(a) Records. The Company shall maintain the following records until 5 years after the date they

are created and shall make them available for inspection and copying by EPA in accordance with

section 1l of TSCA:

(1) Exemotions. Rec,ords documenting that the PMN substances did in fact qualiS for

any one or more of the exemptions described in section I, Paragraph (b) ofthis order. such

records must satisfi all the statutory and regulatory recordkeeping requirements applicable to the

. 'exemption being claimed by the company. Atry amounts oI batches of the PMN substances

eligible for the Export exemption in Section I, Paragraph (bxl) of this Order, are orernpt ftom all

the requirements in this Recordkeeping section, if the Company maintains, for 5 years from the

date of their creation, copies ofthe export label and export notice to EPA' required by TSCA

sections l2(aXlXB) and l2(b), respectively. Arry amounts or batches of the PMN substances

eligible for the Research and Development exemption in Section I, Paragraph (bX2) of this

Order, are exempt from all the requirements in this Recordkeeping section" if the Company

maintains, for 5 years from the date of their creation, the records rgquired by 40 CFR 720.78(b).

For any amounts or batches of {re PMN substances claimed to be eligible for any other

exemption described in Section I, Paragraph (b) of this Order, the Company shall keep records

demonstrating qualification for that exemption as well as the records specified in paragraphs (2)

and (3) below, but is exempt from the other record keeping requirements in this Record keeping

section;

(2) Records documenting compliance with the Chemical Slnthesis and Composition

section.of this Order, including the results from routine analysis of representative samplos ofthe



starting material, I

Zfr

], and at start-up and annually thereafter of the Initially Isolated

Formulations of the PMN substances.

(3) Records docurnenting compliance with the Manufacturing, Distribution, and Testing

sections of this Order,

(4) Records doiurnenting the rnanufacturi (including importation) volume of the PMN

substances and the corresponding dates of manufacture and import.

(5) Records documenting the names and addresses (including shipment destination

address, if different) of all persons outside the site of manufacture to whom the Company directly

sells oi transfers the PMN substances, the date of each sale or transfer, ffid the quantity of the

substance sold or transferred on such date, wherein transfer does not include the distribution of

small sample quantities (less than t ,] kilograms annually) of the PMN substances without

charge.

(6) Records documenting the address of all sites of manufacture, processing, and use;

(?) Copies of material safety data sheets required by the Risk Notification section of this

Order;

(8) Copies of any Transfer Docurnents and notices required by the Successor Liability

section of this Order, if applicable; and

(9) The Company shall keep acopy of this Order (electronic or hard copy) at each of its

sites where the PMN substances are manufactured, processed, or used.

(b) Applicabilify. The provisions of this Record keepirrg Section are applicable only to activities

of the Company and its Contract Manufacturer, if applicable, and notto activities ofthe

Company's custotners.
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(c) OMB CpEllrol }trumber. Under the Papenvork Reduction Act and its regulations at 5 CFR

Part 1320, particularly 5 CFR 1320.5(b), the Con:pany is not required to respond to this

"collection of information" unless this Order displays a currently valid control number from the

Office of Manag*ment and Budget (OMB), and'EPA so informs the Company. The "collection

of information" required in this TSCA $5(e) Consent Orders has been approved under currently

valid OMB Control Nurnher 2070-0$12.

(a) ppe,s nquest or lno ation. Pursuant to section 11 of TSCA and 40 cFR ?20 .IIL,EPA

may occasionally conduct on-siG compliance inspections of Company facilities and conveyances

associated with the PMN substances. To facilitate zuch inspections, EPA persomel may contact

the Company in advance to request infornration pertinent to the scheduling and conduct of such

. 
inspections. Such requests may be written or oral. The types of information ihat EPA may

' request may include, but are not limited to, the following:

(i) Expected dates and times when the PMN substances will be in production within the

subsequent 12 months;

(ii) Cunent workshift schedules for workers who are involved in activities associated

with tlrc PMN substances and may reasonably be exposed to the PMN substances;

(iii) Curent job titles or categories for workers who are involved in activities associated

with the PMN substances.and may reasonably be exposed to the PMN substances;

(iv) Existing exposure monitoring data for workers who are involved in activities

. associated with the PM.l.{ substances and may reasonably be exposed to the PMN.substances;
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(rr) Records required by the Record keeping section of this Order; and/or

(vi) Any other information reasonably related to determining compliance with this Order

or conducting an inspection for that pu{pose.

(b) C-qmpanf:q.Resp-o_nSe. The Company shafi respond to such requests within a reasonable

period of time, but in no event Iatei than 30 days after receiving EPA's request. When requested

inwriting by EPA, the Company's response shall be in writing. To the extentthe information is

known to or reasonably ascertainable to the Company atthe time of the request, the Compafly's

response shall demonstrate h good faith effort to provide reasonably accurate and detailed

answers to all of EPArs requests.

(c) Confidential Buqinesslnfbrmation. Any Confidential Business Information (CBI) that the

Company submits to EPA pursuant to paragraph (b) shall be protected in accordance with $14 of

TSCA and 40 CFR Part 2.

v. succEfisqR LIABLLITY rJpoN rRA_NSFER pF CpI{$EIIT pRr}ER

(a) Scope. This section sets forth the procedures by which the Conrpany's rights and obligations

under this Order may be transferred when the Company transfers its interests in the PMN

substances, including the right to manufacture the PMN substances, to another person outside the

Company (the "successor in Interest").

(U B.qfor-g irOC. If the transfer from. the.Cornpany to the'successor in Interest is

orr of T Date to Notice of Commen
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effective before EPA receives a notice of commencement of manufacture ("NOC") for the PMN
!

substances from the Company pursuant to 40 CFR 72}.l02,the Successor in Interest must

submit new PMNs to EPA and comply fuIly with Section 5(aX1) of TSCA and 40 CFR part ?20

before commellcing manufacture of the PMN substances.

(2) After NOC. If the transfer from'the Company to the Succissor in Interest is effectivb
.l

afterEPA receives aNOC, the Successor in Interest shall comply withthe terms of this Order

and shall not be required to submit new PMNs to EPA.

(c) Defmitisns. -The following definitions apply to this Successor Liability section of theOrrler:

(l) "successor in Interest" mearrs a person outside the Company who has acquired the

Company's firll interest in the rights to manufactue the PMN substances, including all ownership

rights and legal liabilities, through a transfer document sigrred by the Company, as &ansferor, and

the Successor in Interes! as transferee. The terra excludes persons who acquire less than the full

interest of the Company in the PMN substances; such as a licensee who has acquired a limited

license to the patent or manufacturing rights associated with the PMN substances. A Successor

in Interest must be incorporated, licensed, or doing b*iness in the United States in accordance

with 40 CFR 720.22(3).

(2) "Transfer Document" means the legal instrument(s) used to convey the interests in

the PMN substances, including the right to manufacture the PMN substances, from the Cornpany

to the Successor in Interest.

(d) Notices.

(1) Notice tqs.Uccessof in Interes_t. On or hefore the effective date of the transfer, the
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Company shall provide to the Successor in Interest, by registered mail, a copy of the Consent

Order and the "Notice of Transfer'l document which is incorporated by reference as Attachrnent

B to this Order.

(2) NotigE to EPA. Within 10 business days of the effective date of thetransfer, the

Company shall, 
'by 

registered mail, submii the fulty executed Notice of Transfer docurnent to:

U.S. Environmental Protection Agency, New Chemicals Branch (7405), 1200 Pennsylvania

Avenue, N.W., Washington, D.C . 20460.

(3) TransfelDoc$ment. Copies of the Transfer Document must be maintained by the

Successor in Interest atits principal place of'business,'and at all sites wherc thePMN substances

are manufactured. Copies of the Transfer Document must also be made available for inspection

pursuant to Section 11 of TSCA, rnust state the effective date and time of transfer, and must

contain provisions which expressly transfer liability for the PMN substances under the terms of

this Order from the Conipany to the Successor in Interest.

(e) Liability.

(1) The Cornpany shall be liable for compliance with the requirements of this Order until

the effective date and time of the transfer described above.

(2) The Successor in Interest shall be liable for compliance with the requirements of this

Order effective as of the date and time of transfer.

(3) Nothing in this section shall be construed to prohibit the Agency from taking

enforcement action against the Company after.the effective date of the transfer for actions taken,

or omissions made, during the time in rryhich the Company manufactured, processed, used,

distributed'in commerce, or disposed of the PMN substances pursuant to the terms.of this
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Consent Order.

(fl Obligations to Submit-Iq-st Data undqr Consent Order. If paragraph (d) of the Testing section

of this Consent Order requires the Company to submit test data to EPA at a specified production

volume ("testirigger"), the aggregate *,oiu** of the PMN substanies manufactured (which 
'

includes imported) by the Company up to the date of transfbr shall count towards the test trigger

applicable to the Successor in Interest.

YI.

The Cornpany may petition EPA at any time, based upon new information on the health

effects of, or human exposure to, the PMN substances, to modifu or revoke substantive

provisions of this Order. The exposures and risks identified by EPA during its review of the

PMN substances and the information EPA determined to be necessary to evaluate those

exposures and risks are described in the preamble to this Order. However, in determining

whether to amend or revoke this Order, EPA will consider all relevant information available at

the time the Agency makes that determination, including, rnhere appropriate, any reassessment of

the test data or other information that supports the findings in this Order, an examination of new

test data or oilrer information or analysis, and zury other relevant information.

EPA will issue a modification or revocation if EPA determines that the activities

proposed thereirr wilt not present an unreasonable risk of injury to health or the environment and

will not result in significant or substantial human exposure or substantial environmental release

in the absence of data sufficient to permit a reasoned evaluation of the health or environmental

effects of the PI\4N substances. . ,

TIONCFCONS
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In addition, the Company rnay petition EPA at any time to make other rnodifications to

the language of this Order, including modifications to production volume limits and time periods

for submission of reports and data which are necessary due to no fault of, or circumstances

beyond the conf,ot of, the Company. EPA in its sole discretion, may issue such a modification if

EPA determines that the moiCification is useful, appropriate, and consistent with the strucfure and

intent of this Order as issued.
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Yrr. ,EEFECI SF CqHSENT ORDER

(a) Waiver. This Order is effective when signed below by both parties and received by EPA. By

consenting to the entry of this Order, the Company waives its rights to file objections to this

Order pursuant to section 5(e)(1XC) of TSCA, to receive service of this Order no later than 45

days before the end of the revierv period pursuant to section Sqbyf )G) of TSCA, and to"

challenge the validity of this Order in any subsequent action. Consenting to the entry of this

Order, and agreeing to be bound by its terms, do not constitute an admission by the Company as

to, the facts or conclusions underlying the Agency's determinations in this proceeding. This

waiver does not afiflect any other rights that the Company nray'have under TSCA. -

(b) CBI Brackets. By signing this Order, the Cornpany represents that it has carefuIly reviewed

this document and hereby agrees that all information herein claimed as confidential by the

Company(persection 14 of TSCA,40 CFRPart 720 SubpartE, and 40 CFRPart2) is comectly

identified within brackets and that any information that is not bracketed is not claimed as

confidential. To make this document avaitable for public viewing, EPA will remove only the

inforrnation contained within the brackets.

Director
Chemical Control Division
Office of Pollution Prevention and Toxics

Lrl

1f-\ ^I l,'i fll

I

I

ame:

Title: t

Cornpany: I



ATTACHMENTA

DEFINITIONS

[Note: The attached Order may not cotrtain some of the terms defined below']

"Chemical name,' means the scientific desigrration of a chemical substance in accordance ,

with the nomenclature system developed by the Chemical Abstracts Service's rules of
nomenclpture, or a name which'wiI Cleady'identi8' a chemigal substance for the purpqse of
conducting a hazard evaluation.

"Company" means the person or persons subject to this Order,,

"Commercial usen means the use of a chemical substance or any mixture contaiDing the

chemical substance in a commercial enterprise providing saleable goods or a service to

consumers (e.g-, a commercial dry cleaning establishment or painting conuactor).

,,Comrdon name,' means any designatiron or identification such as code name, code ' '

number, trade name, brand namg or generic chemical name used to identiry a chemical substance

other than by its chemical name'

,'Conzumer,' means a private individual who uses a chemical zubstance or ani product

containing the chemical substaoce in Or around a permanent oi temporary household or

residence, during recreation, or for any personal use or e4ioyment'

"Consumer product" means a chemical substance that is directly, or as part of a mixture,

sold or made available to consumers for.their use in or around a permanent or temporary

household or residence, in or around a school, or in recreation'

uContainer.. means any bag, barrel, bottlq box, can, cylinder, drum, reaclion vessel,

storage tanlg or ttrc like tlnt c;ntains a hazardous chemical. For purposes ofaris sectiorL pipes

or piiing systems, and engines, fuel tanks, or other operating systems in a vehicle, ar' not

considered to be containers.

',contract Manufacturer" means a person, outside the company, who is authorized to

manufacture and import the PMN substance under the conditions specified in Part tr. of this

Consent Order and in the Consent Order for Contract Manufacturer'

.,Final Formulation of the PMN substances" means the forrnulated dispersion or solution
. ofthe pMN substances in the form in which it is sold to customers outside the Company or

transferred to a different business unit within the company.. The term does not include

intermediate dilutions of the PMN substances that are intended only for use within the Company

for furttrer dilution prior to sale.

,,Identity', means any chemical or comrnon name used to identiry a chemical suLstance or

'a mixture containing that substance.
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"Imrnediate use." A chernical substance is for the "immediate use" of a person if it is
under the control of, and used only by, the person rryho transferred it from a labeled container and

will only be used by that person within the u,ork shift in which it is transferred from the labelled
container.

"Industrial use." An industrial use is a use at a site at rnhich one or rnore chemical

substances or mixtures are manufactured (including imported) or processed.

-"Initially 
Isolated Formulations of the PMN substances" nleans a coulmon intermediate

PMN fonrrulation, as it exists rvhen first produced and isolated after the polymer manufacturing
process, that can be further processed or repackaged at the direction of the Company to result
ultimately in one or more final formulations of the PMN substances.

"Manufacfuring stream" rneans all reasonably anticipated transfer, flow, or disposal of a
chemical substance, regardless of physical state or concentration, through all intended operations

of manufactute, including the cleaning of equipment.

I'MSDS" rnsans material safety data sheet, the written listing of data for the chemical
substance.

"NIOSH" means theNational Institute for Occupational Safety and Health of the U.S.

Department of Health and Human Serrrices.

"Non-enclosed process" means any equipment system (such as an open-top reactor,
storage tank, or mixing vessel) in which a chemical substance is manufactured, processed, or
otheru,ise used where significant direct contact of the bulk chemical substance and the rvorkplace
air may occur.

"Non-industrial use" means use other than at a facility where chemical substances or
mixtures are manufacfured, imported, or processed.

*PMN substauces" means the chemical substance (see TSCA s. 3(2)) described in the
Premanufacture notices submitted by the Company relevant to this Order.

"Process stream" means all reasonably anticipated transfer, flow, or disposal ofa
chemical substance, regardless ofphysical state or concentration, through all intended operations

ofprocessing, iocluding the cleaning of equipment.

. "scientifically invalid" rneans any significant departure fiom the EPA-approved protocol
or the Good Laboratory Practice Standards at 40 CFR Part 792 without prior or subsequent

Agency approval that prevents a reasoned evaluation ofthe health or environhrental effects ofthe
PMN substances.

"Scientifically equivocal data" means data which, although developed in apparent

. conformity wlth tlle Good Laboratory Practice Standards and EPA-approved protocols, are

inconclusive, intemally inconsistent, or otherwise insufficient to permit a reasoned evaluation of
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the potential risk of injury to human health or the environrnent of the PMN substances.

',Sealed container" means a closed container that is physically and chemically suitable for

long-term containment of the PMN substances, and from which there will be no human exposure

to, nor environmental release of, the PMN substances during transport and storage.

,'IJse strea$r" means all.reasonabty auticipated transfer, flew, pr disp-osal of a chemi.cal.

substance, regardless of physicht state or concentration, through all intended operations of
industrial, commercial, or consumer use-

"Workplace'* means an establishrnent at one geographic location containing one or more

work areas.



ATTACHMENT B

NOTICE OF TRANSF'ER
OF

TOXTC SUBSTANCES CONTROL ACT
SECTION 5(e) C0NSENT ORDER

. Coppany (Transferor) ' PMN Num$er

l . Transfer of Manufacture Riehts. Effective on . the Company did sell or
otherwise transfer to ("Successor in Interest") the rights
and liabilities associated with manufacture of the above-referenced chemical substance, which
\^ras the subject of a premanufacture notice (PIvIN) and is governed by a Consent Order issued by
the U.S. Environmental Protection Agency (EPA) under the authority of $5(e) of the Toxic
Substances Control Act (TSCA, l5 tl.S.C. $260a(e)).

2. Assumptio.n of_L.-i-a.bility* The Successor in Interest hereby certifies that, as of the effective
date of transfer, all actions or omissions govemed by the applicable Consent Order limiting
manufacture, processing, use, distribution in commerce and disposal of the PMN substance, shall
be the responsibility of the Successor in Interest. Successor in Interest also certifies that it is
incoqporated, licensed, or doing business in the United States in accordance with 40 CFR
72A.27(3).

3. The Successor in Interest hereby:

_ reasserts,

relinquishes, or

rnodifies

all Confidential Business tnfarmation (CBI) claims made by the Company, pursuant to Section

14 af TSCA and 40 CFR part 2, for the PI\4N substance(s). Where "reasserts" or "relinquishes"
is indicated, that designation shall be deemed to apply to all such claims. Where "modifies" is
indicated, such modification shall be explained irr detail in an attachment to this Notice of
Transfer. Inforrnation which has been previously disclosed to the public (e.g., a chemical

identity that uas not claimed as CBI b), the original submitter) would not subsequently be

eligible. for confidential treatment under this Notice of Transfer;
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TOXIC SUBSTANCES CONIROL ACT
SECTION s(e) CoNSENT ORDER

NOTICE OT'TRANSTER
(continued)

Cpnpany (Transferor) tMN Nunber

Signature of Authorized Official Date

Printed Name of Authorized Official

; --:*
Title of Authorized Official

Successor in trnterest

Signatwe cf Authorized Official

Printed Name of Authorized OfficiaX

Title of Authorized Official

Address

Cify, State, Zip Code

Date



TOXIC SUB$TANCES CONTROL ACT
SECTION s(e) CONSENT ORIIER

NOTICE OF TRANSFER
(continued)

Successor's Technical Contact

Address

City, State,"Zip Cede

Phone


